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DEmmMmT wHEAIx’HANDE’uMAN mzvxcm3

60 8th Street, N.E.
Athnta, GOO1’gh30309

April 2S, 1997

Greg wood, CEO
ScotlandMemorialHospital
S00Uluchw(mdDrive
Laurinburg, NC 28352

InspecdonID: 135483

DearMr. wood:

●
Your facilitywas inspectedon 4/4/97, by a representativeof the North CarolinaDepartmentof
Hrwironment, Health, and Natural Resources aoting on W of the Food and Drug
Admhdstration(FDA). This inspcdon revealedthat your facilityfailed to complywith certain
Quality Standads for Mammographyas spdied in Title 21, @de of F~

.

(-), m 900.12, as follows:

● The interpdng physician~ is unqualifiedto interpret mammogramsdue
to the lack of a state license to practice medicine.

● The intqeting physician h unqualifiedto interpret mammograms due
tothelackof astate~mmm

The interpretingphysidan,~ is unqualifkd to interpret mammogramsdue to
;e lack of a state license to practice medicine.

F The intapreting physician,
%!!!!!5,

is unqualifiedto interpret mammogramsdue
to the lack of a state license to practice m

The specific defioieneie$noted above appeared under the bvel 1 heading on your MQSA
facility InspectionReport, which was issued at the close of the inspecdon. These deficiencies
may be symptomaticof serious underlying problems that could compromise the quality of
mammographyat your facility.
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,Jn addition, your response should address the Lcvei 2 noncompliances that were listed on the
inspection report provided to you at the C1OWof thc inspection, These Level 2 noncompliances
am ~

● The interpreting physidan, did not meet the continuing experience
requirement of interpreting an average of patient examinationsper month over 24 months.

➤ The interpreting physician’s-“’” lmhai experience was inadequate (reading
and interpreting mammograms from the examinations of at least @patients in 6 months).

It is your respondbility to ensure adhercace to each requirement of the Mammography Quality
Standar& Act of 1992 (MQSA)andFDA’8regulations. You are responsible for investigating
and de&mining the causes of thedefidcadcs that the inspectionidentifiesandpromptly initiate
-at cor=tive actions.

If you Ml to promptly correct these deficiencies, FDA may, without further notice, initiate
regulatory action. Under MQSA, FDA may:

● impose civil money penalties on a fiwility of up to $10,000 for each faiiure to substantially
comply with, or each day of failure to substantially comply with, the standards.

E suspend or revoke a ftity’s FDA certificate for fkiiureto comply with the standards.

B ● seek an injunctionin federal court to prohibit any mammographyaotivity that constitutes a
SdOUS risk to human health.

Please note that FDA regulations do not preclude a State from enforcing its own State
mammography laws and regulations. In some cases, these requirements maybe more stringent
than FDA’s. When youplanyourcorrectiveaction(s), therefore, you should consider the more
stringent State requirements,if any.

WMin 15 working days af?er receiving this letter, you shouid no@ FDA in writingofi
the specific steps you have takento correctall of the violations notedin this letter;
each step your facility is taking to preventthe recurrena of simiiarviolations;
quipfnent settings (~cludh @cl@quefactors), raw testdata, and calculated final results, where
appropriate and sample records that demonstrate proper recordkeeping procedures, if the
noncompliances that were found rdate to quality control or other records. (Note Patient names
or identification should be deleted fromany copiessubmitted.)

If your f~ty is unable to complete the corrective action within 15 working days, you should
state the reason for the delay and the time within which corrections wiii be completed,
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Please -d the originalcopy of your responseto (NUEY If phantomimage is required for
corrective action, plcaso submit to N.C. Division of Rdation Protection):

U.S. Food and Drug Administration
compliance Enforcement Team
608* St., NE
Atlanta, GA 30309

With a copy to:

NorthCarolinaDqartnmt of Environment,
Health, and NaturalRcsourca
382s BarrettDrive
Raleigh,NC 27609-7221

You may choose to address both FDA and State requirementsin your response. If you have any
questions regadng this letter or how to ensure you are meding MQSA standards, please call
Debbie Hahn at (’704)344-6116.

sincerely yours,

‘Ballard H. Chhaxn, Dh’ector
AtlantaDistrict
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